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REMARKS 

Claims 1-21 wei-e examined Figiu'es 2 and 7 were objected to. Claims 1-21 ^^'ere 
rejected under 35 USC §112, second paragraph. Claims 1-18 and 20 were rejected imdei- 
35 USC §102(b). Claims 19 and 21 were rejected xmder 35 USC 103(a). Claims 1, 3-6, 8 
and 10 were rejected for obviousne«s-type double patenting in view of claims L 3-6 and 
8 of parent application 10/634,297 (now US patent 6,950,028). Claim!* 2, 7, 9, 11-18 and 
20 weie rejected for ob\'iowsness-t>pe double patenting in \'iew of claims 1 and 9-15 of 
parent application 10/634,297 (now US patent 6,950,028). Claims 19 and 21 were 
rejected for ob> ioii8ne88-type double patenting in \ iew of claim 15 of parent application 
10/634,297 (now US patent 6,950,028) and in view of Soga and Nicholson. 

Re-examination andreconsidei-ation of the claims, as amended is respectfiilly requested. 

Response to section 1. Applicant acknowledges the lengdi of tlie specification, wliich 
was required m oixier to both adequately re\1ew prior ait, and disclose tlie new teachmg 
in the context of prior art. Otlier tlian the dra^^ing corrections, applicant is not currently 
aware of other errors, but ^^411 ooireot as they become apparent. 

Response to section 2: drawing objections: Replacement dra^\dng sheets for figures 2 
and 7 are mcluded in tliis response. Note that these collected drawmg sheets contain no 
new material, since tlie previously objected to 'Tjlank boxes" in Figures 2 and 7 weie 
labeled witli numbers, and the meaning of the nimibers was clearly defined in the 
specification. For example Figure 2 '150X 1" was previously defined m the specification 
as "microprocessor (1)** (present specification, paragraph 54), Figiu-e 7 "box 1** was 
pi'e\ iously defined in die specification as "personal computer (1 )" (present specification, 
pamgrapli 120), and so on. The replacement drawing sheets convey the same information 
in a more convenient form. These corrected figures are included at tlie end of tliis 
response. 
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Response to section 3* 

Reieotioiis mider35 USC S112> tieoQiid paragraph 

To overcome this rejection, note tliat independent claims 1, 1 L and 18 have now been 
amended in response to the specific 35 USC §112, second paragiaph rejections, as well as 
the specific 35 USC §102(b) and 35 USC 103(a) rejections, dji^cxisscd later in A\U 
docxmient. As a result, all independent claims, and by reference, all dependent claims, 
now contain additional limitations diat serve to furdier olarifir' and define tlie invention. 
These specific amendments sxvs disciisued in more detail in tlie following sections of this 
response. 

Claims 1, 1 1 and 18 ha\'e been amended to replace tlie plu^ase "said compxiting means" to 
"jSAid computational meanft". 

Response to section 5. 

Since all section 5 rejections ^w^e based on tlie prior art of Soga et. al. (US patent 
5,867,809)» applicant believes tliat before going into the detailed arguments, a brief 
o>-er> iew of die art of Soga» and the present art» may be usefiiL Soga's art* and ttie 
l?i-esent art, evolved in response to different tyiies of problems, and each teaches diffei'ent, 
but appropriate, ways to soh e then diffeient pi'oblems. 

Brief review of Soga et al., and the art of the present disclosure 

Soga was intei-ested in reoychng printed circuit boards from appliances ttiat were 
returning from the field to tlie factory for wananty, repair, or scrap. The Hfetime of 
printed circuit boards is largely determined by ttie probability that stress or fatigue, 
caused by extreme tempei-ature cycling, will eventually cause a soldei joint to fail. Thus 
boards from appliances subjected to hea\ y use in tlie field were statistically more likely 
to ha\'e highly sti-essed solder joints, and thus were poor candidates for reuse. Boards 
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from applionoes subjected to light iiae iii tlie field will hnve less stressed Kolder joints, and 
thus wei^3 more likely to be safely reused Soga oame up with tlie concept of embedding 
a temperature logger in tlie appliance's printed circuit boards. This logger recorded hours 
of appliance use each day, as well ass the api)lianoe«' a\'eiage temperatui-e and temperatiu-e 
exti*emeft (minimiun and maximum). When tlie appliance wa« returned to tlie factory, the 
appliance was disassembled. Data from the tempeiatme logger embedded in tlie printed 
cu'cuit board was downloaded to a tcimmal at the factoiy. The factory tcnumal then 
anal>-2ed tlie data using a solder jouit fitness for use sUess and strain ftuictioii. Tlw 
factor}' terminal stress and sbi^iin fiinction took the hours of operation, mid temperature 
extreme (minimiun and maximum) data as an input, and computed fihiess for use. The 
factor}' teiiuinal then indicated to the factor}' workers if the pruited circuit board could be 
reused or not. 

By cottti'a«t, the present art evoh-ed in respon«^e to a different set of problemR. Medical 
mateiiaJs (diagnostics, vaccines, pharmaceuticals, etc.) are often perishable products that 
fail due to temperaave induced chemical deteiioraiioiu ratlier diaii by stress or straui. 
These materials are typically shipped by die manufacturer to thousands of different 
locations, such as the home» physician's ofKoes, clinics, and hospitals. If diese materials 
are subjected to midue temperatures stress, which cmi easily happen diu-ing transport or 
storage, the matenal may be damaged, and severe consequences, including loss of life, 
are possible. In ordei* to pi-e\ ent problems, patients or physicians who are plamiiiig on 
usuig tlie material should ideally be able to glance at tlie material, and instantly l<now if 
the mateiial is ctill good or not. Alternatively tlie mateiial should continually report itc 
status to an automated attendant. Thus the need for a small, imitized, device that can stay 
witli die material, and immediately display fitness for use, should be apparent. Shioe 
pi-ior art de\ ices of diia type had many limitations, the need to teach improvements in 
such devices should also be apparent, and is tlie focus of the present disclosure. 

Thus, in broad scope, Soga taught a non-unitized (data collection and i-ecordhig separate 
from data analysis) system where appliances in tlie field had printed cir cuit boards 
containing i-ecordei-s tliat recorded lioius of use and temperature extreme data. These 
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appliances were then later rehmied to the factor}' for repair, scrap> or rework. Tlie 
factor}' i-emo\ ed tlie printed oirouit boards » faotorj' tenniiials downloaded tlie data, and 
these factory tenniiials then analyzed the data using "fitneBS foru»e" fimctions (for 
mechduical stress and sti-ain) to predict the remaining lifetime of die printed circxiit 
boards* multiple solder joints. By contrast, the present disclosure teaches an improved 
imitized deN'ice where the temperature data uptake means and the "fitness for use" means 
mc present on the same de\-ioc, Tlie advantage of a unitized design is that "fitness for 
use" is continually displayed or output, allowing usei-s to instantly know if a mateiial is 
still good or not. The present disclosure also teaches impro\*ed fitness for use fiuictions, 
capable of aoourateiy handling complex chemical (i.e. non-mechanical abbess or btrain) 
tinie-temperature stability profiles. The present disclosiu-e also teaches improved ways to 
rapidly customize fliese de>-ices to a material wtdi arbitrary' stability characteristics. 

Given this bioad context, the specific rejeotioi)«» will now be examined in detail. 

Rejections undei-33 USC 6102(br 

Response to section 5 - regarding claim 1. The rejection that Soga (US patent 
5,867»809) in flie abstract* column 12 lines 15-65; column 13 line 14 to coiiuun 14, line 
55* and column 15, lines 1-25 anticipates die present invention under 35 USC §102(b). is 
respectfiiUy traversed in pait, and overcome m part. 

Aldiough it is stipulated diat Soga's art, and the present oi-t, are both combination 
hardwaie - software systems that monitor temperature, and produce fitness for use output, 
the r\vo systems are otlierwise quite diffei'ent. 

The 35 USC § 102(b) rejection is respectfully overcome based on an amendment 
(limitation) to claim 1 (and otlier independent claims), which emphasizes some of the 
major differences bet\veen tlie hardwaie portion of tlie art of Soga, and the current 
disclosure. 
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The 35 use §102(b) rejection is also respeotfiilly traversed on based upon fiinotion and 
equation differences. Specifically, tliere are major differences between Soga'a solder 
joint stress and strain "predetermined life equation", and tlie stability "fiinotion of 
t^fniperature" taught by the present art. 

(Xorcoming liai dwwc in sues 

The 35 use §1 02(b) rejection of claim 1 is respeotfiilly overcome by adduig a ne\v 
limitation tliat specifically emphasizes one of die many hardware differences between ttie 
pi^esent art^ and Uie art of Soga et. al. 

Ill contrast to tlie present mvention, Soga does not teach a unitized time-temperature 
indicating device, wliere both tlie temperature data uptake and subsequent data analysis 
and fitness for use output ai*e done on the same device, Ratlier, Soga teaches a vaiiation 
on traditional tempei-auire logger - temperanire analyzer methods m which the 
temperature recording function is present on one de\ ioe, and the '^fihiess for use" or 
"stability** anah'sis is either done manually, or by using a second de\ ice that downloads 
data from die fiiKt device, and tlien processes the data. 

In order to better compaie tlie ait of Soga and the present mvention, the data collection 
and analysis aspects of die two inventions will be reviewed in more detail. Soga *809 
teaches die utility of embedding time-temperature recoiling "IC widi sensor" chips as 
sub components of printed ch"cuit boards of electronic appliances. Soga's embedded 
time-temperature reoorduig "IC ^>itli sensor** continually records tlie daily hours of 
operation, on-off cycles, and daily minimum, maximum, and average operating 
temperature throughout the lifetime of tlie electronic appliance (Soga Column 9 line 23 to 
Colimm 10, line 67). Wlien flie appliance is returned to the factor)' for repair, 
maintenance, or scrap, tlie piinted ciicuit boaid js examined by an external terminal 
de\ ice (Soga figiue 7) that is noiinally part of a factory disassembly line. This external 
tenniiial device downloads the daily operatmg data fi'om the "IC witli sensor". Note that 
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the (lo^Mllo^decl data doea not contain any explicit "fitnesu for use" flags or status 
information, but is ratlier a ooUeotion of raw daily, weekly or montlily operating time, 
minimum, maximxmi, and mean temperatiu^, and on-off power cycles (See Soga Figure 
4). 

Soga's external tenninol device then exauiines tlie data, using one or more mechanical 
stress and strain fitness for u»c algoritlmis. Note tliat Soga's fitncs?^ for use flmctions 
(algoiitlims) reside in the external temiinal device (See Soga'.^ Figiue 7 item 8: and Soga 
Coliunn 12 line 15 to Column 14 line 58), and that this external terminal device is 
required in order to determine if die printed circuit board is still fit for iise or not. Users 
of the appliance in the field ha^■e no way of telling if (he prmted oiiuuit board is still 
good, or not, because Soga's 'IC widi sensor** time-temperature recording chips do not 
contain onboard functions capable of rendeiing a "fitness for use" signal. 

By contrast, the present invention teaches the utility of constiiicting imitized devices with 
botli onboard timc-temperature monitoiing means, as well as onboard fitness for use 
stability function means, and onboard output means capable of allo^^4ng users m tlie field 
to make an instantaneoiis judgment as to fitness for use of die material or not. Note also 
that m contrast to Soga's art, which teaches only means to monitor tlie status of the 
appliances* own electi'onic printed circuit board (i.e. Soga*s "IC widi sensor'* only 
monitors its own printed circuit board - see Soga Column 6, lines 42-47), tlie present 
invention teaches a more flexible and outward looking device designed to monitor die 
fttatus of all materials, «uch ae non-electronic peiiahable foods, medical Rupplie«- organic 
mateiials, and the like. 

Applicant respectfidly submits fliat all of Soga's claims ha\-e some variation of a ''relation 
[e.g. Soga's ''predetermined life equation", or "fitness for use" fimction] being ohtoiiwil 
by external rcadiii<^ o f the history oftemperatwyz^^ limitation [emphasis added]. That is, 
Soga's "IC with sensor" device needs to be read by an external device in order to obtain 
meaningfiil results. This is in direct opposition to the "unitized" device, taught by all 
claims of the present di^closui^, which teaches new ait that does not requhe external 
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reading of the hifc;tory of temperatiii-e. Thus Soga does not teach die preaent diBolosiire 
undei' 35 USC §l02(bX but rattier teaches against it. 

Altlioiigh the prior "unitized " limitation of Claim 1 was intended to teach tliat, in contrast 
to Soga and other mettiods of prior art, the temperature data acquisition means atid the 
"fitness for use" function of temperature means both physically reside on ttie same 
Uo^•ic«, this dis^tinotion may not have been totally clear Applicant tlms respectfully 
overcomes the 35 USC §i02{b) i-ejection of claim 1 by amenduig claim 1 (as well as 
other indq:>endent claims 1 1 and 1 8} to Rirtlier clarify ttiis point. Claim 1 and all 
subse{|uent independent claims have been amended to fiu;dier teach: and wherein said 
ftinotion of temperature resides wdth said unitized de\ ioe. Since Sogn's ^'predetermined 
life equation" (which Soga's uses to determine fitness for use) resides on a factory 
teiminal de\'ice tliat is both physically diffei-ent and separated from his 'IC with sensor" 
temperature data acquiaition dex-ice, applicant respectfiilly submits that this amendment 
overcomes the 35 USC § 102(b) rejection of claim 1. 

Traversing fimction and algorittim issues 

Apphoant also respeotfiiUy traverses the 35 USC §102(b) rejection of claim 1 on ttie 
gi'Oimds that tlie "fimction of tempeiatuie" taught by claim 1 (and all subsequent claims) 
of the present discloswe is not the same fimction as the "predetennined life equation" 
tauglit by Soga. Moreovei', Soga'a "predeteimmed life equation" ia incapable of handing 
the stability of time-tempeiatiu-e sensitive materials described in the present specification, 
and thus is unsuited for the present art. 

In contrast to ttie present disclosure, which gi\ es specific uistnictions on how to construct 
a suitable ''fimction of temperature*' as a fiindamental part of the claims, Soga gives no 
such detailed instiiictions. Instead Soga's claims focus almost entiiely on the hardware 
details of Soga's complex multi-component system, and for the "predeteimined life 
equation" simply teach: 
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" calcidoted by a preJetcrmwed life eqitotion of said component being indicated with a 
relation between the histoiy of temperature and the history of o peration status" fSoga 
Column 18, line 17-20. [Emphasis added] Note tliat variations of this limitation are in all 
of Soga's subsequent claims \vell 

Soga'« claims fiirthcr define "operation status" as "i? use condition affecting the life of a 
component forming part of said printed circuit board", (Soga Column 14, lino 66-<57). 

Applicant respeotfiiUy tra\ eree8 die 35 USC § 102(b) rejection of claim 1 on tlie basis diat 
Soga*8 "predetermined life equation" does not teach ttie "fmiotion of temperatme" taught 
in the present specification. Rather, Soga^s "predetermined life equation" has both 
different types of input (e.g. Soga*8 input includes bofli "histor\' of temperature", and 
"history of operation status"), and different tyi)es of output (probability of printed circuit 
boaixl «oldeiJoint failui-^^ due to stress and strain) dian tlie present stability fimction of 
temperature. For example, the present art does not incorporate " a use condition 
affecting the fife of a component forming part of said printed circuit board" as part of its 
"Amotion of temperature". 

Since Soga wns teaching monitoring the lifetime of the printed circuit board of an 
appliance that is electrically switched off and on many times ov^r its operating life, 
Soga's teaching " the histoir ofoveration status ", limitation is appropriate for his printed 
cii-ouit application, but not for the subject mattei' of the present iiiN ention. The pi-esent 
invention is primaiily focueed on monitoring the time-tempei'ature stability lifetime of 
chemical mateiials diat are not electrically s-witched on and off, and which may not be 
used at all while tliey are in storage. Thus, in contrast to Soga» tlie present "fiuiction of 
^ temperature", does not accept "operation stahis" as an input variable. Radier, tlie present 
disclosure's "fiuiction of temperature" monitors chemical materials that are usually 
external to the present de% ices' prmted circuit board, and does not accept "operation 
status" variables such as "oi)eration time" or "on - off number of time" (See Soga Figure 
4) as input variables. 
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There are other cUfferenoes between Soga's "precletermmed life equation" aiid the pretjent 
"fimotioii of tempei atiire" as well In order to expedite traversal of the 35 USC § 102(b) 
rejections of claim 1 and other claims, specific siibsectioni* (i.e. clauses, limitations) of 
present claim 1 will be quoted and numbei^d for purposes of discussion, and tlien 
examined in detail. These limit.^tions \vill dien be oontiasted with die teaching of Soga. 

Conti-qst between present Claim i's "function of temperature", and S oca's ait: 

Claim 1 of tlie present disolosiire gi\ c8 specific guidance on how to ooiistruot suitable 
fitness for use fimotions of temperature. Here, portions of claim 1 ha\'e been broken 
domi into six numbered clauses^ and each clause is analyzed separately. When diis is 
doue» it can be seen that claim 1 (and subsequent claims) teaches: 

I: thtf <lt}vica must cowput<f itfimctiopi qft^mp<fr<thi>*& thot f$ cofitwnotty op^r<itiv9 
thvoughout the rehvmit temperatiuv momtonfig range of the device: 

Here "operative" is used in tlie conventional sense, as defined in the Merriam-Webster 
dictionary as ^^producing an appi^priatc effecl^^ or **exertf)ig force or irrfhterice''\ and as 
defined in flie Oxford English diotionarj' as yimch'oTiwg; having ej}ccf^\ In diis context, 
"continually operative" is intended to teach diat die fiinction of temperature continues to 
operate (i.e. return reauhs) for all tempeiature values diat the device monitors from die 
low end to the high end. Tliis clause duis teaches that the ftmction must return results for 
all intermediate values in between die low and liigli extremes. 

Note diat the clause 1 poition of claim 1, originally intended to fiirther distinguish die 
present art from prior aii temperahire "alarm" frinotions wliich only give output at very 
low or very high temperatures (i. e. are not continually operati\-e for intermediate 
temperatures), also distinguishes die present art from die teaching of Soga. As discussed 
in Soga Figiu^e 4, and Soga column 9 line 32 to cohunn 10, line 33, Soga's "IC widi 
sensor" only records daily temperature minimum, maximum- and a\ erage values, and 
does not retmii any intemiediate temperature values as input to die "predetermined life 
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equation" located on Soga*a faotorj' terminal device. Thus Soga's equation, being denied 
input fi'om intermediate temperature values, obviously is not contiin iailv operatix e for 
these intermediate temperatuie values. 

As an example, Soga cannot distinguish between 1: 12 hours at 0 °C followed by 12 
hoius at 30 ^'C: and 2: 1 Ikw at 0 ''C, 10 houn* at 10 ""C, 10 horn's at 20 ''C, and 1 hour at 
30 °C, Botli casci? produce tlic some daily maxunwm, minimiuu and a> cragc readings, but 
may pix)duce veiy diffei-ent "fitness for use" results ^vith some materials. By conti'dst, tlie 
pi^esent art can diutinguitih between tlieue two cases. 

2: thefimctkm oftempcrahirc oppvoximotes the impact that the relevant teinpcvature.fov 
that perioJ's length of time, has on a detectable property of said material; 

Soga teaches mechanical stress and strain fiinctions for solder joints (Soga function 1, 
and fimction 2, column 7, line 21 to column 9, line 31). These fmictions are sensitive to 
daily fluctuations in temperature extremes (wliich can cause mechanical stress), Tliey are 
insensitix e to effects tliat non-fluotuating temperatiures may have on the stability of 
chemical materials. As w411 be discussed in more detail in tiie analysis of Soga^s figiure 4 
(see response to section 5, regarding claim 6), Soga's "IC with sensor" also fails to record 
the time-temperatm-e data neoessarj' to properly implement diis function. 

A mow extensive discussion of tlie differences between this clause, and die art of Soga 
et. al,, will be more extensively di«cusced in the traversal of die 35 USC §103(a) 
rejections of claims 6 and 15, discussed later in this document. 

3: the conwiftationol computing means generate a running sum of said function of 
temperat}tre over time; 

Soga faiJs to re\'eal any such nuuiiiig sum iii liis specification, and also fails to teach such 
nimiiiig sum in his claims. 
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4: wherew said function oftcmperotiire resides with said fnvti:ied device; [oiirrent 
amencUueiit] 

As previously disicii«s<5d, Soga'ft "pred^jtcnnined life equation" does not i*eside \vidi a 
imitized dev ice, but rather in a separate factory teiiiiinal device. 

5; the gramthrfiy qfthcfimctfon of temperature Is small enough, and the frequency of 
time measurements is often enough, as to substantiaUy approximate the impact of time 
and temperature on the detectable property of said material; 

As prex'ioiiEily diBoiisued, Soga does not teach die iuiportnnce of small granularity 
combined \\ith frequent measurements. Radier, Soga teaches tiie reverse — only 
measurement of temperature extremes (maximum, minimum, aN'ei'age) over long (daily) 
time inteival«. Soga doe« not teach die importance of measuring temi>erature with small 
gianularity (differences) between temperature values, or short inter\'aJs between time 
measiuements. 

A more extensive dits^cuswion of flie di£Fen?nces between diis clause, and die art of Soga 
et. al, vnW also be discussed in die braversal of the rejections of claims 6» 7 and 15. 

6: the mnning sum is compared to a reference value, and the result of said comparison 
is used to generate an output signal indicative of the fitness for use of said material 

As previously discussed, Soga does not teach such miming sums. 

Thus die present rejection, fliat Soga anticipates the present art undei' 35 USC § 102(b) is 
respeotfiiUy traversed and overcome on flie gromids of multiple hardware and ilmction 
differences betvveen Soga, mid die present art. 



19 



PAGE 24/66 * RCVD AT 3/712006 5:45:37 PM [Eastern Stands 



Tuesday. March 07, 2006 2:45 PM 



Stephen Zweig 406 399-9705 



A ooiitinnation of tliia disousyioii of tiie differences between Soga's "predetenniiied life 
equation" and the present "fimotion of temperature" oaii be foimd in tlie traversal of flie 
rejections to claims 6^ 7, 15, and 18, discussed later in tliis dooimient. 

Given this backgromKL die specific sections of Soga, previously cited by the examiner 
(abstiaot, colmnn 12 lines 15-65: coliumi 13 line 14 to column 14, line 55, and column 
15, Imcs 1-25X >vill now Ik rc>-icwcd in detail. 

Re\ iew of Soga's abstract: Although Soga's abstract discloses "a conh'ol wvt conhols 
storage of the hisUvy of temperature and hnmidit}' in convspondencewfth the hfstoiy of 
opcratiof} status^ nowhere in the absbraot does Soga teach that tiie conhol imit for the 
"IC witli sensor" (which is embedded in die appliances* printed circuit board), in fact 
calculates any sort of a "predetermined life equation" or 'fitness for use". Rather Soga 
teaches only that tlie control unit conti-ols the iiptoke *ttd storage of data, 

Soga teaches tliat tlijs conti'ol miit: a/fo\vs. when the remaining frfe of the component is 
evahiated $o as to decide whether or not to reuse it, external reading of the histor\' of 
temperatitre and humidity coiresponding to the histoiy of operation status from the 
memojy. " [Emphasis added]. SogaV abstract contains no suggestion diat tlie "IC wiUi 
sensor" makes any sort of independent fitness for use evaluations. Radier, die abstract 
only discusses "evaluation" in the context of "external reading". 

Re\'iew of Soga. colmmi 12 line« 15-65: Soga in column 12, line«f 15-65, present* a 
detailed discussion of Soga's Figuw 8, As noted in Soga*s "Brief Description of tlie 
drawings^ (column 6» lines 21-29): 

Fig. 8 is a drawing showing a specific cxemplaiy constjuction of the terminal device 
show in Fig. 7. [Emphasis added] 

Fi^. 7 is a drawing showing a system confmiration for cafcuhtin^ the remaining life of 
each of the components and joints constituting on electiic appliance collected by a 
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collGctiov factoiy (disassembly foctaiy) jvlatwg to the pre sent ijmsiitiori, or o printed 
circuit board which is dis ossein bled from the clcctjic appliance and for deciding whether 
or not to reuse them. [Emphasis added] 

Note diat Soga'K di&ciiKsion of Fig. S iii coluinit 12, liiies 15-65 is tliiis discussing die 
details of tlie "predeteiiuiiied life equation" fitness for use equations that are peifonned 
by die oxtoiiial teiiuiiial device, which is located in Soga's factoiy. In odici woixls, SognV 
"IC Nvidi sensor'' device on die pmited chcuit board simply collects time temperature 
data, and the outside factory ^'terminal deWoe** does subsequent analysis. This 
configuration essentially replicates the traditional prior art for analysis of time- 
teniperatiire loggers, as discussed in the specification for die present applioatimi. As die 
present specification discussed: 

" rA<? $<fCom1 t)-p<f [of prior art] of non-indicating (^hatvonic tiw&'ti}nip(ir0hiri} 

monitors, and ekctwnic data loggers. This second t)pe also monitors the time and 
temperomre l>y chemical or electronic means, but does not ourvur the rfitness for usel 
data in a manner that is i-eadilv accessible to unso phisticated useis without additional 
equipment Rather, this second class at' electronic device j'equiivs specialized reading 
equipment and mcn^ additionally i vquire sophisticated data analysis on the port of the 
recipient of the material of interest " (present specification, paragraph 30). [Emphasis 
added] 

Review of Sogra. coh^mn 13 line 14 to oolnmn 14, line 55; Thj« cection of Soga discuscesi 
some fiuHiei' hardware and software details of die external terminal device diat reads die 
<lata from die **IC ^^idl sensor" temperature logger located onboard Soga's printed circuit 
board. This section is a good example of die ^'sophisticated data analysis on the part of 
the recipient of the material of interest" cited by tiie present specification (paragraph 34) 
as exemplifymg prior art. Note that widiout tliis sophisticated data analysis, Soga*s "IC 
widi sensor" cannot perform a fitness for use assessment. By contrast, the present 
disclosure teaches methods to enable fitness for use assessment without the need for an 
external terminal de\ ice, which is in marked contiast to the art of Soga et. al 
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Review of Soga oolumn 15. lines 1-25: This section is a detail of Sogfl's olniin 1. Note 
that in olnim 1, oohunn 15, lines 15-23, Soga teaoliea: 

VA<?;riv said comporiant can be cvahiatedfor reuse by evahtatwg the remowmg life 
thareofin accovdofice with a life afraid conipotient which is calculated by a 
pvedetevmimd life equaticm of said cowpofient being indicated with a ivlation between 
the hfstojy of temperate ire and the history of operation stattts, the relation bein^ obtained 
hv external veadinQ of the history of temperature in corresp ondence with the history of 
operation status fi^om said memory. " [emphasis added] 

Again, Soga is essentially teaching tlie prior art for temperature loggers, as prev iously 
discussed for tlie last section, where a prior art temperature logger: 

^^does not output the data in a manner that is readily accessible to unsophisticated users 
without additional equipment. Rather, this second class of electronic device requires 
specialised reading equipment, and mav additionally require sophisticate d data analysis 
on the part of the recipient of the material of interest " [present specification, paragi^aph 
BO] [Emphasis added]. 

Applicant thus respeotfiilly submits tliat Soga is simply teaching anodier variatioii on 
prior art for temperatiu^e logging devices, in wliioh data fiom tlie dev ice must be read and 
subjected to sophisticated data analysis before any fitness for use decision can be made. 

Response to section 5 - regarding claim 2 

The rejection to claim 2 is respectfully trav ersed. Claim 2 is a dependent claim to claim 
1, vvliioh, as previously discussed, was not anticipated by Soga. Additionally, applicant 
respectfiilly submits fliat Soga's *TC widi sensor" temperature logger dev ice does not 
contain any "predeteimined life equation" or "fitness for use" means of any sort, and thus 
does not have a multi-element lookup table or equation parameteis con-espondhig to 
claim 2. 
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Response to section 5, regarding claim 3 

The rejection to claim 3 is respectfully traversed Clnim 3 is a dependent claim to claim 
1, which, ai{ previously discussed was not anticipated by Soga, Additionally, applicmtt 
respectfiilly submits that Soga does not disclose a imitized device that outputs a visual 
signal or any otlier type of signal that is "indicative of the fitness for use of said mateiial." 
Rather Soga teaches a dc\ice whcie tlie fitness for use oiitiJUt resides on an external 
teiminal de\ice (See Soga Figme 8, item 84). 

Soga*b *'IC with sensor" device only outputs "hiatoiy data witli respect to use condition 
and use enviroimient" (Soga Figure 4), wliioh requires additional analysis by Sogn's 
"external terminal" device before a fitness for use signal can be generatetl 

To fiuther clarify- tlie differences between the "fihiesR for use" output «ignal for tlie 
present disclosiue, and tlie raw "histoiy data with i-espect to use condition and use 
em hoinnent" of Soga et. al., note the foUowmg example: 

The present disclosure teaches a de\ ice ttiat can fimotion adequately by outpiittiiig only a 
binnrj' *'0" "1" type "good*V"bnd" fihiess for use signal* or a single number formed by the 
difference bet^^^en the nmning siun and the reference value. This signal can dius be used 
to fonn a "fitness for use" assessment without any fiirther processing or inteipretation. 
By contiast, output from Soga's "IC with sensor" device requires a great deal of 
pi*oce«sing and manipulation before a "fitness for use" detetmination can be made. A« a 
resxilt, m order to fimction adequately, Soga's IC with sensor must by necessity outinit a 
vast amomit of temperature history data, so that Soga*B "external tenumal de\ice" can 
process Uiis temperature history data using Soga's "pr^sdetermined life equation" stored on 
tlie "external terminal de\ ice", and make a final "fitness for use" assessment. 
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Response to section 5, regarding claim 4 

This rejection i» respeotfiiily traversed in part, and overcome in part. Claim 4 is a 
dependent claim to claim 1, which as pi'eNionsly discussed was not miticipated by Soga, 

Additionally, applicant respectfiilly traN ei-ses tliis rejection on the gioimds that since, as 
13i"c>-iou»ly disciissjcd, Soga's teaches no \mitized dex'icc, no cquivolcnt fliuction of 
temperature, and no imitized device memoiy allocated for the storage of "fitness for use" 
functions (e.g. "function of temperature, "predetermined life equation**), Soga clearly can 
not be teaching means to program such a non-existent (to Soga) de>-ice. 

As prex iousiy discussed, Soga's "IC witli sensor'* de\"ioe contains no memorj' allocated 
for a fitness for use **ftmction of temperatm-e*', "predeteimmed life eqiiation", or refeience 
\-ahie of any sort, Soga u teaching a sy«t«m wheie the fiinction of temperature or 
l^redeteimined life equation, used to compute fitness for use, i-esides on an external 
teimmal device and not on tlie "IC witli sensor** device. Thus in the abstract, coliunn 12 
lines 15-65; coliuun 13 line 14 to column 14, line 55, and oolimm 15, lines 1-25 Soga is 
teaching programming of an external terminal de\'ice, rather tlian the unitized 
temperature indicator device as taught in die claim 1 and 4 of tlie present application. 
Again, note tliat claim 1 has been amended to furdier claiify diat: ** said fmiotioii of 
temperature resides with said miitized de\'ice . 

The«e i««ues are diccuesed in further detail in die re«|>onse to section 5, i*egarding claim 
12 portion of this response. 

Response to section 5^ regarding claim 5 

This rejection is respectfiilly traversed in part, and ovei'come in part. Claim 5 is a 
dependent claim to claim 1. As pre\'iously discussed, amended claim 1 was not 
anticipated by Soga. Soga fails to teach other key aspects of the pi-esent invention, such 
as a system in which the fitness for use fimction of temperature resides in the imitized 

24 
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device. Am previously diaouHBecl, iiiclependeut claim 1 (as well as independent olaims 11« 
and 18) has been amended to clarify this aspect of tlie present invention. 

Applicant fiuthcr rcspectfiiUy trav^cs tliis rejection by noting that in Soga's Figure 4, 
Soga is clearly teaching "operation time" and "on-off number of time", which clearly 
teaches against the "continually powered throughout its use lifetime" limitation of claims 
5 and 14. 

Response to section 5, regarding claim 6 

This rejection is respeotfiiUy traversed in part, and overcome in poi't. Claim 6 is a 
dependent claim to claim I. Amended claim 1, as pre\'iously discussed, was not 
anticipated by Soga. 

Applicant al«o respectfiilly travci'ses tliis rejection on additional grounds. Applicant 
agitcR with the exammer's conclusion that Soga does not clearly disclose claun 6. In 
fact, as will be discussed, Soga teaches away from claim 6. Since Soga clearly is not 
teaching present claim 6 under 35 USC §102(b), and since examiner cites "obviousness" 
in this rejection, applicant assimies diat the examiner iiitended to use a 35 USC §103 (a) 
obviousness rejection rather tlian a 35 USC §102(b)prior-nrt objection* Tluis applicant 
will respond to this rejection assuming that is a 35 USC §103(a) injection. 

Before responding epecifically to tliia (aftsimied) 35 USC §103(a) rejection, applicant 
belie\'es tliat a r«\ iew of the obviousness criteiia of MPEP 706.020) is iii oider: 

KfPEP 706,02(j): To establish a prima facie case ofobvious}wss, three basic criteria 
nvtst be met First, there must be some suggestion or motivation, eitlier in the inferences 
themselves or in the knowledge generally available to one ofordinaiy skill in the ait to 
modtf}' the i-eference or to combine teachings. Second, there must be o reasonable 
expectation ofsticcess. Fwatly, the piior art reference (or references when combined) 
must teach or suggest alt the claim limitations. The teaching or suggestion to make the 

25 
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claimed comhwotioi'i aifd the rcasonoble expectatioji ofsiiccess imtst both befotmd w the 
prior art and mt based on applicant's disclosing. In re Vaeck^ 94 7 F.2d -488, 20 
USPQld 1438 (Fed. Cir. J 991). Sec MPEP 2143 - 2143.03 for decisions pertinent to 
each of these criteria. 

Aa disciLsscd iii MPEP 70e.02(i) ill order to establish obN'iousness, three basic criteria 
must be uict. These ore: 1: suggestion or motivation, 2: exi>ectatioii of awcccss, and 3; 
teaching of all claim limitations must be foiuid in the prior art. 

If Soga \va», in fact, teaching a function of temperature similar to claim 6« tliit$ fiinotion 
would, at a minimum^ need input data witli "^7 temperohtre rcsohition granuloiily of 1 0 
V or smaller, and the periodicit)' of sampling has a time resolution granularity' of 2 
hours or smaller"' in ordei' to work. Thus Soga's "IC with sensor" device should at least 
be providing this: type of data for submission to Soga's "predetermined life equation" 
onboard Soga^s remote factoiy terminal device. 

hi fact, Soga'a "IC with sensor" does not provide tliis type of data. 

Note tliat in Soga*s Figure 4, which teaches the "historj' data of tlie printed circuit board"; 
Soga's embedded *1C widi sensor" device only stores tlie temperatiu^ maximiim, 
minimum, and mean for tlie day. No oflier intermediate temperature vahies are stored! 
This teaching of an "IC witli sensor" diat only records temperature maximum, minimimi, 
and meat\ for die day is also foimd in die Soga 'ft specification (Soga Column 2, lines 30- 
40: Colimin 2 lines 60-65: and Coliumi 10, lines 5-21). 

Why does Soga not record time and temperature data with more resolution (granularity)? 
This is cUie to die fact that Soga's "predetermined life equation" is quite different from the 
"fimotioii of temperature" taught in the present disclosiure. Soga*s specification (column 
7, lines 20 to column 9, line 31) teaches soldei- joint life calculation formulas 1 and 2 
(Soga column 7, lines 25-58), based on die Coffin Manson Equation for mechanical 
Fatigue. Mechanical fatigue is responsive to tempeiature extremes, and Soga's fonnulas 

26 
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1 and 2, reqiiii'e only a maximum and minimum temperature in order to calculate a AT 
and TmnN \ alue. As a result, Soga did not feel the need to teach obtaining and processing 
small granularity temperatuns values, as taught by the "temperature resolution 
gi'diuilarity" language limitadouft of ckim 6. 

Applicant respectfully trax erses the 35 USC §103(a), rejection of claim 6 based upon 
faihu'c to meet the 1: "sxiggcstion or moti>"ation", critciia of MPEP 70<5,02(j)' 
Specifically, Soga's "predetermined life equation" does not requii-e temperature data Nvitli 
the granularity (resolution) taught by present claim 6. Rather Soga's "predetermined life 
equation" requires only average temperahire, and temperature minimum and maximimi 
data. FurQier^ as previously discussed^ Soga*B "IC witli sensor" does not present data 
within die granularity (resolution) taught by claims 6. 

Applicant al«o respectftilly traverses die implied 35 USC §103(a), rejection of claim 6 
based upon failure to meet die 3: "teaching of all claim limitations must be found in die 
prior art" criteria of MPEP 706.02(j). Nowheie in Soga'R claims or specification is there 
a suggestion tliat temperature data be obtained ^^ith tlie granularity (resolution) consistent 
with present claim 6. 

Responfie to section 5, regarding claim 7 

This i-ejection is respectfiilly trax ersed in part, and overcome m part. Claim 7 is a 
dependent claim to claim 1. Amended claim 1, a« pre\'iouffly di^tcue^ed, wa« not 
anticipated by Soga. 

Apphcant also respectfiilly tra\'eraes this rejection on additional grounds. Applicant 
agrees wnAx examiner tliat Soga does not clearly disclose the table entry spanning a 
temperature range of 2 or less. As prex iously discussed, Soga does not, in fact, 
disclose any fitness for use ftmction of temperature i^jsiding with a unitized device of any 
sort, neidier by lookup table or any other means. 

**7 
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Siuoe Soga oleariy is not teaohiiig present claim 7 under 35 USC §102(bX and since 
examiner cites "obviousness" in tliis rejection, applicant infers tliat the examiner intended 
to use a 35 USC §103(a) obviousness rejection rather tlian a 35 USC §102(b) pripr-art 
objection. Thus ai^plicant will furtlier respond to this rejection assuming that is a 35 USC 
§103<a) rejection. Here again, the obviousness oiiteria of NIPEP 706.02(j) will l>e used. 
Soga fails the suggestion or moti\'ation criteria L and the teacliing or suggestion of all 
claim limitations 3. 

1: Failure of suggestion or motivation: As pre\-iously ctiscussed Soga fails to suggest or 
motivate a imitized de\ ice wiQi a fitness for use fimction of temperatiu-e residing witb. 
said imitized de\-ice. Claim 7'a "fimction of temperahire stored as a lookup table" is a 
dependent claim to claim 1, which, according to amended claim 1 "resides witli said 
xmitized device". No such fimction of temperature or table was suggested by Soga, 

3: Failiu'e to teach or suggest all claim limitations. As previously discussed m die 
response to Uie rejection of clauu (5, Soga only teaches recordmg the maximimi and 
minimum and mean temperahire during a day. Soga teaches stress and stram equations 
that don*t reside with tlie imitized de\-ice . and which only require temperahire extreme 
data. Tliis is quite different from tlie "lookup table tliat has a separate table entry for 
every temperature throughout the measurmg range of the device, and in which each table 
entiy spans a temperature range of 2 ''C or less." taught by present claim 7. 

Response to section 5, regarding claim 8 

Tim rejection is respectfiiUy traverued m pait, and o\'ercome in part. Claim 8 is a 
dependent claim to claim 1. Amended claim 1, as preA iously discut^sed, was not 
anticipated by Soga. 

Note tliat claim 8 has been amended to reijlace "display means" witli "output signal 
means" to impro\x consistency with independent claim 1. 
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As pre\ ioii8ly ditioussetl, Soga's *1C witli seiiaor" embedded temperature logger de\ ioe 
does not output a fitness for use signal or a fractional remaining stability lifetime of a 
material Ratlier, Soga's ''IC witli sensor" de> ioe oiTtputs tlie raw time-temperatiire 
histoiy, ond mi "external terminal device" (see Soga Figure 7, item 8, Soga Figure 8 item 
84) geneiates any fitness for use signal. 

Applicant tlms nospcctftiUy tiavcisc» tlii» rejection by noting that insofar as Soga's art 
teaches output of a "fractional remaining stability lifetime" of any sort, Soga's ait teaches 
that fractional remaining stability lifetime would be output by Soga*s "external terminal 
clevioe"* ratliex' than on Soga's "IC witli sensor" device. This is inconsistent w^tli tlie 
"unitized" aspect of die device of claims 1, 11^ and 18. 

Applicant also respectftiUy o\'ei'comes these rejections by noting that Soga faik to teach 
odier key aspects of the present invention, sxich as a system in which tlie fimction of 
temperature resides m tlie wiitized device, which amended claims L 11, and 18 now 
incoiporate. 

Response to section 5^ regarding claim 9 

This rejection is respectfully traversed in part^ and overcome in part. Claim 9 is a 
dependent claim to claim 1. Amended claim 1, as pi-eviously discussed was not 
anticipated by Soga. 

Applicant fiirthei- travei^es this rejection on tlie giounds tliat since Soga's "IC with 
sensor** de\-ice is incapable of generating a fitiiess-for-use output signal, it should be 
ex ident fliat it would be impossible for Soga's non-existent fitiiess-for-use output signal to 
control a temperature logger, which is a key limitation of claim 9. 
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Response to section 5, regarding claim 10 

This rejection iy respectfiilly tra\*eryed iii part, and o\ ercome in part* Clxiirn 10 is a 
dependent claim to claim 1. Amended claiiu L as previously discussed, was not 
anticipated by Sog£). 

Additionally, applicant rospcctfuUy traverses this rejection on the basis dint Soga's "IC 
witli sensor" embedded temperatiu'e logger device does not generate a fitness for use 
output signal, and is not suitable for directly ooutroUing a material dispensing device. 
Radiei% Sogn's fitness for use output signals are generated by an external terminal device 
(see Soga Fig. 7 (8)), which in turn may control n material dispensing device. 

Response to section 5, regarding claim 11 

The rejection of claim 11 i« i-espectfiilly tiaveised in part and overcome in part. Claim 11 
is essentially a repeat of Clami 1, witli the additional Imiitations diat the "r/?<? result of 
said comparison is used to generate a visual output indicative of the fitness for use of 
said material", [emphasis added] and "the device co)itaim meam to allow the function of 
temperature and ly^fei^nce value to be automatically pjvgrammed into an assembled 
dev7ce*\ 

Thus tlie previous arguments respectfiiUy o\'ercoming and travei^jing tlie 35 USC §102(b) 
rejection of claim 1 are hereby repeated and incoiporated by refei'ence a» alfto gupportiug 
overcoming and travel's ing tlie 35 USC § 102(b) rejection of claim 11, 

Applicant also respectfully traverses the 35 USC §1 02(b) rejection of claim 11 on the 
basis tiiat Soga does not teach a unitized de\-toe ^^4d^ a visual output . This traveraal has 
t^vo aspects. 1: Soga clearly teaches that his \'i&ual output nssides on his external factor}' 
teiiuinal device (see Soga Figiu*e 7, item 8: Figui^e 8, item 84: and the con*esponding 
descriptions): 2: Soga teaches an "IC with sensor" without any x isual output. 
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Since point 1 is clean this discussion will focus on point 2 — tliat Sogn teaches an "IC 
with sensor" without any \ isual output. First, note tliat Soga^s "IC with sensor" is 
mounted on a printed circuit board that is noimally inside of an appliance, and thus 
hidden from vkw (see Soga Figure 1 A, and columii 6, lines 42-54), Second, note tliat 
Figure 2 of Soga, which discusses the "IC with sensor'* in detail, makes no reference to a 
visual output device. Although Soga Figm e 2 does teach a "Transmitter Receiver unit 
(13)", note that Soga Column 10, Imcs 33-42 and Cohmin 12, Imcs 11-14 teaches 
transmitter receiN'er unit 13 only m tlie context of downloading data to Soga's factoiy 
terminal device in Soga*s disassembly factory, shonii in Soga Fig. 7. Furtlier, Soga 
(Column 10» lines 33-35) discloses tliat tlie transmitter unit is a solid-state laser beam, 
wiiioh may not operate in tlie visible range (infrared solid-state lasers are common for 
computer data transmission, and Soga, who is apparently unconcerned witli x isible 
output, does not state wa\'elength), and which would not be consistent witli safe visual 
operation. 

Additionally, applicant respectftilly travei-ses tlie 33 USC § 102(b) rejection of claun 11 
on the basis tliat Soga^s "IC witli sensor" does not contain a memor}' means tliat store a 
"predetermined life equation" or stability "fiuiotion of temperature". As previously 
discussed diis "predetermined life equation" fitness for use memory means resides on 
Soga^s external terminal device located in Soga's faotoi>'. Thus Soga does not teach a 
imitized de%'ice that "contains means to allow the fimction of temperature and reference 
\'alue (or "predeteniiined life equation") to automatically be prograimned into an 
assembled de\'ice." 

Response to section 5, regarding claim 12 

This rejection is respectfully traversed in part, and overcome in part. Claim 12 is a 
dependent claim to claim 11. Amended claim 11, as previously discussed, was not 
anticipated by Soga, 



31 



PAGE 36/66 * RCVD AT 3/712006 5:45:37 PM [Eastern Stands^ 



Tuesday, March 07, 2006 2:45 PM 



Stephen Zweig 408 39d-9705 



Applicant also respectfully traverses this rejection by noting tliat Soga'a Figiu-e 1 a and 
Figure 2, ^\hioh oo> er Soga'a "IC with aeiisor" temperature logger, do not contain any 
memory means allocated to storing tlie '^fitness for use*^ "predetermined life equation'* or 
"stability" ftmction of tempeiature, wliich is the subject for the present claims 10 and 16. 
Ratheiv as shown in Soga's Figure 2, the memory means in Soga^s "IC with sensor" 
consists of the prograxn storage memory foi" controlling Soga's mioiwomputer time- 
tcmpcraturc data logger (18a), and the histoiy data mcuioiy for stoiing Soga's raw 
temperature and operation history data (18b). As Soga states, Cohimn 10, lines 1-21: 

FiYsflv, the niicrocompufcr corihol yrosi'am fs wn'ttcn into a mcmoiy J So from an input 
tennfnal 27. 18o and ISb consist of a nonvolatile mcmoiy such as ROM ovEPROKL 
the microcomputer 14. the mean tcmpeixiture T. maximum tempevatwe T max . minimum 
teinperature T min. or tempcratinv difference AT (—T max - Tmin) which is detected 
from th$ t&mv&nytur& s&mor ond thu m&on huniidityu or maximum humidify, or 
minimum humidify, or humidify- change which is detected from the humidify sensor 15b 
are wiitten and stored in the memory l<3b as histon- data (shown in FIG. 4) of the used 
condition inchiding the used environment as shown in FIG. 3 in correspondence with the 
operation time per day, or week, or month and the cotmt of turning ON and OFF which 
arc counted by the timer 15a on the basis of ' the microcomputer confi^ol program which is 
written into the mcmoiy 18a. From a viewpoint of the storage capacity^ of the memon^ 
18b, the microcomvuter 14 converts them to minimum history data of the used condition 
inchiding the used environment which offects the life of each of the components and joints 
most ^nd writes them into the memoiv 18k [Emphasis added] 

Note tliat Soga*8 Figures 7 and 8, do not describe tlie same "IC with sensor" that is shown 
in Soga*8 Figures 1 and 2. Rather, Soga Figures 7 and 8 show^ details of Soga*s external 
terminal de\-ioe > which downloads data from Soga's "IC with sensor", and subsequently 
processes the data and computes fitness for use fiinctions. 

In contrast to tlie present iiw ention, Soga's "fitness for use", "predetermined life 
equation" or "stability" fimction of temperature resides on an external haid disk, 
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connected to tlie external tenuinnl de\-ice» which dowiiloacW the temperature history data 
from Sogn's "IC with sensor" device. This can be seen in SogaV discussion of the Figure 
8, ^^o concrete comtihttioii of the teiimnal device** (Column 12, lines 15-16), disoussed in 
detail in Soga Column 12, lines 38-54: 

"A mimeral 88 fndicates on external storage device hew9 comtiiictedofo hard disk and 
othc'7^. The c'.xteivpf storage device has stored iJiforwation mchtdfng wformatiofi of 
whether the cor)iponefits ond joints niountedon the printed ciivi lit board body 2o hove 
been rettscd or not for the past in corivspondence with the production number and 
production dote (lot mmiberfor some pmditcts) being marked on the same printed circuit 
board body 2a, information of whether the components and joints consfifuting the elective 
appliance 1 have been reused or not for the past in cojrespondence with the production 
number and production date (lot number for some products) being marked on the same 
ehcttic opplfonce I, ond dota wdicatinQ the rehtiomhip between the used condition 
including the used environment and the guaranteed life being obtained In^ th e severe life 
test for the components 2a and 3 and fofnts 7 such as solder, " [Emphasis added] 

Applicant thus traverses tlie rejection of claim 12 (and also earlier claim 4) by submitting 
that Soga is not teaching a unitized de> ice, and that Soga^s "fitness for use" 
predetermined life equation fimotion of temperature exists on a hard disk on a terminal 
de\ ice that is separate foim die "IC with sensor" temperatiwe logging device. This 
fimction does not reside on a replaceable memoiy chip on a unitized de>ice, nor is it 
pi'ogrammed into a unitized de\'ice by any mean^. 

Response to section 5, regarding claim 13 

This rejection is respectfully tra\-ersed in pnrt» and ovei'come in part. Claim 13 is a 
dependent claim to claim 11. Amended claim 11, as previously discussed, was not 
anticipated by Soga. 
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As per die reaponae to claim 9, applicant further traverses tliis rejection on tlie groiuids 
that since Soga's unitized device is incapable of generating a fitness-for-use output signal, 
it should be e^•ident that it would be impossible for Soga^s non-existent fitness-for-use 
output signal to control a temperature logger, which is a key limitation of claim 13. 

Response to section 5, regarding claim 14 

This rejection h respectfully traversed in part, and overcome in part. Claim 14 is a 
dependent olami to claim IL Amended claim 11, as previously discussed, was not 
anticipated by Sogn. Soga fails to teach other key aspects of the present mvention, such 
as a system in which tlie fihiess for use fimction of temperature resides in Uie miitized 
device. As previously discussed, independent claims 1, 11, and 18 have been amended to 
claiify this aspect of the present invention. 

As previously discussed for claim 5, applicant ftirthei* tiaveises tliis rejection by noting 
that m Soga's Figm-e 4, Soga is clearly teaching "operation time" and "on-off number of 
time", wliioh clearly teaches against ttie "continually powered du"ougliout its use lifetime" 
limitation of claims 5, and 14. 

Response to section 5, regarding claim IS 

This i-ejection is respectfully traversed m part, and overcome m part. Claim 15 is a 
dependent claim to claim IL Amended claim IL as previously diecus«ed was not 
anticipated by Soga. 

AppUcant respectfully notes tiiat dependent claim 15 essentially identical to pre\-iously 
discussed claim 6, with the main differences that claim 1 5 inlierits the additional "visual 
output" and "automatic programmed" limitations of its parent claim 11. 

As per pre\ iously discussed claim 6, applicant respectfiiUy traverses this rejection on 
additional gromids. Applicant agi^ees with the examiner^s conclusion that Soga does not 
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clearly cUsolose olaiui 15. In fact, as previously discussed for olaiui 6, Soga teaches away 
from claim 1 5. Soga teaches no fitness for use function of temperature diat resides widi a 
imitized <le^ ice, and only teaches recording daily temperature maximum, minimum, and 
m^m data. 

As per claim 6, ftince Soga clearly is not teaching present claim 15 imder 35 USC 
§102(b), and since examiner cites "obvioiisness" in diis rejection, applicant agaiii 
assxunes that the examiner intended to iise a 35 USC §103(a) obvioxisness rejection rather 
than a 35 USC §102(b) prior-art objection. 

Applicants arguments traversing the inferred 35 USC §103(a) rejection of claim 15 using 
the MPEP 706.02(j) criteria aw essentially identical to those preWously usee! in the 
response to section 5, regarding, claim 6 section. To keq) tiiis i^sponse to a manageable 
lengdi, applicant respectfiiUy overcomea these claim 15 rejections by usie of the same 
arguments pre\'iously used in the "response to section 5, regaiding claim 6" portion of 
this response. 

Response to section 5, regarding claim 16 

This rejection is respectfiiUy tra\-ersed in part, and o\-ercome in part. Claim 16 is a 
dependent claim to claim 11. Amended claim 11, as previously discussed was not 
anticipated by Soga. 

Further, as previously discussed for claim 8 (which is similar' to claim 16\ tliis rejection 
is i^spectfiilly traversed in part« and overcome m part on additional grounds. As 
pre\ iously discussed, Soga*s "IC witli sensor" embedded temperatmis logger de> ice does 
not output a fitness for use signal or a fractional nsmaining stability lifetime of a material 
and not does not contain display means. Rather, Soga*s "IC ■w'idi sensor" de\ ice outputs 
the raw time-temperatuw histoiy, and an "external teiminal device" (see Soga Figure 7, 
item 8, Soga Figure 8 item 84) genei*ates any fitness for use signal. 
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Applicant thiia respeotfiilly trnvemes tliit* rejection by noting tliat insofar as vSoga's art 
teaches output of a "fractional remaining stability lifetime" of any sort, Soga's art teaches 
that fractional remaining stability lifetime would be output by the display on Soga's 
"external terminal device", rather than on Soga's "IC \vitli sensor" device. This is 
inoonsiistent with the "unitized" aspect of the device of claims 1, 11, and IS. 

Applicant also rcspcctfiiUy o\ cicom«» these rejections by notmg that Soga fails* to teach 
other key aspects of the present iiu'ention, such as a system in which tlie fimction of 
temperature resides in flie unitized de\"ioe. As previously discussed, independent claims 
1, 11, and 18 have been amended to clarify diis aspect of the present invention* 

Response to section 5, regarding claim 17 

This Injection is respeotfiilly traversed in part, and overcome in part. As previously 
discussed- Soga fails to teach otiici' key asjKcts of the present invention, such as a 
imitized de\1ce- and a system m which the ftuiction of temperauu'e i>$sides m the unitized 
device. As previously discussed, independent claims 1^11^ and 18 have been amended to 
clarify this aspect of the present inventioii. 

AppUcmit fiirdier respeotfriUy traverses tiiis rejection on tlie basis tiiat Soga's "IC with 
sensor" embedded temperatiue logger de\'ice does not generate a fitness for use outinit 
signal and is not suitable for diiectly controlling a material dispensing device. Radier, 
Soga^fi device ivsquires an intewnediary external terminal de\'ice («ee Soga Fig, 7 (8)>, 
which in turn may coxitix)l a material dispensing device. 

Response to section 5, regarding claim 18 

This rejection is respectfiiUy traversed in part and overcome in part. As previously 
discussed in the brief review of Soga et, aL as well as the response to the previous clamis, 
Soga in fact teaches entirely different methods, and fails to teach almost all of the key 
limitations of pixssent method 18. To reiterate some of these many differences: 
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1: Soga is not teaching a "method for monitoiing the storage life ofmoterials or for 
Qntomatically ossessirig the acceptobility of a moteriaVs thermal histoiy". Rather, he is 
(lisolosing a metliod of monitoring the use life of a circuit board. He doe» not teach 
m<!tliod.s suitable for monitoring the tlieiinal degradation chai'acteristics of materials, as 
his monitoring de\'ice is not continually powered, and only records daily temperatiu-e 
maximum and minimum and aveiage %'alue$. 

2; Soga does not teach a "miitiz^d tim^'tt^mperoture ifidfcatordevfc<?". Rather, he 
disolojses a non-miitized device in which an "IC witli sensor" logger records maximum 
and minimiuu and a^*erage temperature data for the dayB in which an internal circuit 
board is poweretl on, Soga^s data is ttien relayed to an external tenuinal dex ioe, which 
interprets this data according to stress and strain fiinctions. This is not miitized, and is 
not even strictly a time-temperature mdicator system because important time-temperature 
data id not even recorded. 

Soga teaches a non-unitized system where at icm two disimct devices (the "IC witli 
sensor" and tlie "tenuinal device") must interact and share data before a fitness for use 
determuiation can be made. Tliis is die exact opposite of "unitized". This teaching of 
t%vo distinct de\'ioes is also apparent in Soga^s claim limitations. Note the "ivlatkm being 
obtained by external reading of the histoiy of temperature" limitation on Soga^a 
independent claims L 4, 5, 6, 7, 8, 9, 10, IL 12, and 14 [emphasis added]. This 
limitation is present because Soga*s "IC with sensor" de% ice is taking the history of 
temperature and operational fttatiia, and Soga's "tenuinal de\'ice" ie readiivg tlii* liifttoty. 
The remaining Soga indei)endent claim, claim 16, contains the limitation "systi^w", and 
also die limitation "a leading out unit which reads otft at least a histoiy oftemperattn e in 
cojrespondence with a histoiy of^an operation status from an IC with a sensor"^ which 
again clearly reads on at least two devices. 

Note tliat nowhere in Soga, including the absti-act, cohmm 12 lines 13-65: column 13 line 
14 to column 14, line 55, and column 15, lines 1-25, is tliere any suggestion that it would 
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be usefiil for Soga's "IC witti aensor" time- temperature logging de\-ioe to independently 
calculate fitiieiju for ime ^v^thout tlie aid of an external tenninal device. 

Soga wasi teaching a system by which a recycliiig factory could decide if a printed circuit 
board in a product returned for rei^air or scrap could be iiscycled or not. Thu« Soga 
teaches tlie adx autages of separating tlie temperature-logging device fiom tlie fitness for 
use determining de\"icc. This is in accoixlanoc with otltor prior ait foi' tempci-atiirc 
loggers, and teaches awav from the present invention, A^t Soga states in die "Summary of 
the invention", colimm 1, lines 50-65: 

At} object of the preseiit inventwn is to elwiinatc the dijjiculties mentiojied above ^ and to 
provide an electiic applioncc or printed ciivuit board in which the ifse histon* of the 
elective appliance or printed circuit board on which an LSI and LSI module forming part 
ofth(? t^hcti'ic opvlfaf7C& tv?v mount&d is stored in a momorw mid ct r&woinws lifi of$<ich 
ofQhctvonic components such as the LSI and LSI module can be decided by reading the 
use hfsron'from the meworw Another object of the pi^esent invention is to provide a 
remaining life estimation method and a system thereof which store the use histoiv of an 
elective appliance or printed circuit board on which an LSI and LSI module forming part 
of the elechic appliance ojv mounted in a mc?non\ and which decide the i^emoining Iff'e 
of each of the clecti^onic components by reading the use histon' from th e mcmo}^\ 
[Emphasis added] 

For Soga'« paiticvlor type of application, diat of recycling uged electronic planted circuit 
boards, this separation of temperature logging, and fitness for use deteimining devices, 
makes perfect sense, and in fact is tlie preferred way to do tilings. Tliere is no particular 
time urgency to recycling printed circuit boards, and tj'pical appliance users would have 
no great interest in doing so. Thus Soga had no need to biurden his embedded "IC witli 
sensor" temperatm-e logger wtdi die added complexity and expense of fitness for use 
functions. Additionally, since Soga's fitness for use fiinctions wside on an easily 
accessible factory teiininal de\ ice- if adjustments to the fitness for use function ai^e 
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needed after the >'arioiis appliances have been shipped into the field, these fiuiotion 
adjustments would be easy to make. 

By contrast, t\\^ pi-^sseiit iiiveution addresses different applications, such as perishable 
medical supplies, where user intei'est in fibiess for use is both mgent and high, and 
ex aluatiou of fitness for use needs to be instantaneous. Hei e die methods of Soga fail, 
mid die mediod» of die present disclosure aic highly appropriate. 

Note however tliat in contrast to the metliods of Soga, die present meUiods by necessity 
put die fitness-for-use fiuiotion into luiitized devices diat will typically be shipped into 
the field to various remote locations. After ttie unitized dev ices of the present invention 
have been shipped to the field, corrections or adjustments to the fihiess for use fiuictioiis 
become veiy difficult. This trade off is acceptable for situations where die need for 
ini^tdtitaneous judgment of fitness for wc outweighs die inconvenience and risk 
associated widi an inability to make coirections in such functions, but is very 
inappropriate for Soga's piiiited circuit boaid recyclhig factory application. Why would 
Soga choose to burden his appliance manufacturer and recycling faotorj' by embedding 
hard to change fitiiess-for-use functions in his prmted circuit boards, wlien it would be 
much easier mid safer just to place general purpose temperahire and operation loggers on 
the circuit boards, and keep the fitness for use fmictions in an easy to access factory 
teiininal de\ice? 

Soga clearly aiJpi'eciatefl and makeft use of his ability to easily change his '*fitnes« for u«e" 
functions in response to additional data. As Soga states in column 14, lines 42-53: 

*T/7<?7i? 7s a pmhlcni imposed that although there is data by the acceleration test, data of 
reliabilily fn the acUtal field is imttfficient According to the present irrvention, a 
coirespondence between acceleration and an achtal environmental load can be 
established, and the life cycle of a product is wade clears and almost a most suitable 
relJability design is obtained. The remaining life of each of a product and components 
constituting the product can be evahiated quantitatively. Therefore, most suitable 
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decishm ofmiriimtm cmrg}' and cost by remaining life evaluation of each component 
andenerg)* evaluation (lost eneig)' in the case of disposal of waste) is made possible" 

hx otlier words, Soga is adjusting his initial "fituess for use" fimctioiis (obtained from 
accelerated testmg), hnncd upon experience obtained from actual field use, to give the 
best possible "fitness for lute" function in his factory tenuinal de\'ice. 

Thus Soga contains no suggestion or motivation to produce a imitized de\*ice that both 
coUeots tinie-teiuperature data, andperfonus **fitnetjis for use*' or "stability^* oaloulations 
based on tlie data. 

3: Soga's de\ ioe is not "continually operative throughout the )vlcvant tempeivtu)^ 
monitor f fig range of the device", Ratlier, Sogtfs device only records daily temperature 
minimum. m^Kimiun. and mean data. Inteimedi^te temperature data is not recorded, and 
thus tliis device is not continually operative witliin the pixsent specification's meaniiig of 
the teiiu. 

4: Soga's 'IC \\itli censor" device does not contain any woy to "assess the acceptability 
of a materiaVs thermal histoiy'\ No memoi)' i» allocated to tliis non-existent (for Soga) 
function, and no way to program this non-existent (foi- Soga) fimction ia shown. 

3: Soga's "IC ^^itll sensor" device does not have an equivalent fitness for use Junction of 
temper<^ture"^ and doee not peiform an equivalent »um. 

6: As pre\-iously discussed, Soga does not teach metliods m which "the granularity of the 
function oftemperahnv is small enough, and the frequency of time mcaswvments is often 
enough, as to substantial^ approximate impact of time and temperature on the detectable 
property of the material". Soga teaches only daily minimum ond maximum recording, 
which has a N'eiy large gianularity tliat is inadequate for the objectives of the present 
disclosure. 
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As prex ioualy discussed, note that in Soga's Figure 4, which teaches tlie "history data of 
the printed circuit board"; Soga's embedded "IC wiOi sensor" de\'ioe only stores tlie 
temperature maximimi, minimum^ and mean for die day. No otlier intermediate 
temperature vahies me stored, Tliis teaching of an "IC wiHi sensor" that only recoi-ds 
temperature maximum, minimum, and mean for die day is also found in the Soga's 
specification (Soga Column 2, lines 30-40: Column 2 hues 60-63: and Cohmm 10, lines 
5-21). 

As pre\'iously discussed, note Uiat Soga does not record time and temperatiu-e data wiAx 
more resolution (graiuilarity) because Soga's "predetermined life equation" is quite 
different from the "fimotion of temperature" taught in flie present disclosure. Soga*s 
specification (cohimn 7, lines 20 to coliumi 9, line 31) teaches solder joiiit life calculation 
foiinulas 1 and 2 (Soga column 7, lines 25-38), based on the Coffm Manson Equation for 
mechanical Fatigue. Mechanical fatigue ia responsive to tempeiatiu-e exti*emes, and 
Soga's fonnulas 1 and 2, i>equii'e only a maximum and minimum temperature in order to 
calculate a AT and Tninx value. As a result, Soga did not feel the need to teach obtammg 
and processing small granularity temperahire values. 

7: Soga*8 "IC ^\idl loggei-" does not output a Jjhiess for ?/5c" output signal. 

As prex'iously discussed, Soga does not teach a unitized de\ice with a ftmction of 
temperature resides with said wiitized device tliat also contains "an output signal 
indicative of the fitness for u»e", Ratlier, as previously discu««ed, Soga*# fitness for use 
output resides on his external teiminal (Soga Figure 8, item 84). 

Again, Soga^s failure to suggest, motivate, or teach a luiitized storage hfe monitoring 
metliod with " an output signal indicative of the fihiesa for use " is understandable in the 
context of Soga's applications. Soga was teaching an embedded temperature logger that 
was placed in an internal printed circuit board of an appliance. The user would have no 
way of making meaningful sense of tlie raw logger data, which did not contain any fitness 
for use assessment. 
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Response to section 5, regarding claim 20 

This rejection is reapeotfiilly traversed in part, and overcome in part. Claim 20 is a 
dependent claim to claim 18. Amended claim 18, as previously discussed, was not 
anticipated by Soga. 

Applicant fiutlicr respectfully travcnscs this rejection on the groimda that since Soga 
teaches a non-nnitized system that requires a factoiy teiininal device in order to lender a 
fitness for use output signal, Soga*s dex ioe in fact does not remain associated mtli the 
material dirougliout tlie majority of the material's storage life. 

use S103fa^ rejections 

Response to section 7, regarding claim 19 

Applicant respectftiUy traverses this 35 USC §103(a) rejection on tlie basis that it fails 
MPEP 706.02(j) (pre\-iou8ly discussed) on multiple grounds. 

The many differences between Soga and tlie present art were discussed elsewhere in tliis 
response. The aspect of Nicholson's teaching that concerns resistance-capacitance 
metliods of measming thennistor values was preN'iously known in the art and was 
disclosed by odier soiu'ces mcluding Texas histnunents (MSP430 family Software Users 
Guide, 1P94, p 9-lS to 9-21: MSP430 Family, Metering Application Repoit, 1997, p 42- 
45)), Tliis part of Nicholson's teachmg adds nothing to the ait of Soga smce Soga's 
teaching is not limited to any specific electronic metliod of interrogating the temperatiire 
status of a tlienuistor, and in fact Soga was probably using diis type of mediod. 

Although Nicholson also teaches temperature alarm (tliermal alarm) metliods, at most 
combining Soga's "IC witli sensor" with Nicholson's temperature alanns would give 
Soga's 'IC with sensor" tlie additional ability to now mdicate by a \ isual display if Soga's 
cu'cuit board had reached an acceptable temperature range witliin an acceptable time 
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period, or whether tlie temperature of Soga*8 circuit bonrd had nn upward trend prior to 
reacliing tlie acceptable range, or whether Soga's circuit bonrd had been exposed to 
teuiperatures outside of a pre-set temperature. 

However no combination of Soga or Nicholson teaches or motivates the impoitant claim 
limitations of pi^sent independent claim 18- which forms the basis of dependent claims 
19 and 2L A combination of Soga and Nicholson fails to meet the standards of a 35 USC 
§103(a) obxiousness rejection under the MPEP 706,02(j) criteiia on many giounds. 

To keep diia responue to a manageable lengdi, only a few^ of the many faihures imder flie 
MPEP 706.02(j) criteria will be discussed here. 

1 : Neitlier Soga, Nicholson, or Soga + Nicholson teach, suggest, or moti\'ate the present 
claim 18 limitatioxi of: "A method for motiitoritisi ^A tf storogtf ofwottfrhyh, " Soga 
teaches a method for monitoiing the operation status of a circuit board Nicholson 
teaches shi^nneiu and temneratui-e trend monitors, but his methods are incai)able of 
monitoring the storage life of materials, as claimed by present claim 18. 

2: Neither Soga, Nicholson, or Soga + Nicholson teach, suggest, or motivate ttie present 
claim 18 limitation of: '^Jioc/elwg the thevmal c/cgradatioTi characteristics of the material 
as afwiction of temperature ami time based npov a phirah'ty of experimental data 
points This is, of course, requiied in ordei* to monitor the storatte life of materials. 

3: Neidier Soga, Nicholson, or Soga + Nicholson teach, suggest or motix ate the present 
claim 18 limitation of; "using the time'temperatitre parameters f}x>m this model to 
program a tmitized elecb'om'c time-tcmperatitre indicator device to automatically assess 
the acceptability of a materiaVs theiirwl histojy. " [emphasis added] As piwioiisly 
discussed, neidier Soga nor Nicholson teach a de\ ioe that is programmable in tliis regard. 

4: Neidier Soga, Nicholson, or Soga + Nicholson teach, suggest or moti\'ate the present 
claim 18 limitation of a device that: ''periodically samples the temperature and computes 
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apmctioi oftempcyQUnys that is coritirvtally operative thrtvighoift the jvlevant 
tempcroiitre moriitorwg range of the device". Neitlier Soga nor Nicholson are 
contimially opei-ath e. Soga's "IC chip with »ensor'* tiimply records daily maximum, 
minimum, and meoii temperatures. Nicholson's device simply triggei's on one or more 
preset temperature i-anges, and ignores temperature ranges outside of flie preset ranges. 

5: Ncitlici- Soga, Nicholson, or Soga + Nicholson teach, suggest or motivate the present 
clahn 18 limitation of a unitized device that: ^'whQveiti soklfunctiofi oft<itPp<^r<ft}ive 
appivxiwatcs the impact that the relevant temperature, for that penoc/'s length of time, 
has on a detectable propert}' of said material; and whovin said computational means 
generate a running sum of said function oftemperatinv over time" Soga^s failiu*e to teach 
tliis wa» pre\'iou»ly disouBsed at length. Note that Nicholson fails to teach such fimctions 
of temperature and fails to teach generating numing sums of such (non-existent to 
Nicholson) fiinctions of temperature over time. 

6: NeiHier Soga, Nicholson, or Soga + Nicholson teach, suggest or motivate tlie present 
claim 18 (as amended) limitation of a miitized device tliat: "and wherein said function of 
temperature resides with said unitized device;'* Soga teaches a non-unitized logger and 
factor}' terminal analvbis system. Nicholson fails to teach such fimotioiis of temperature. 

7: Neidier Soga, Nicholson, or Soga + Nicholson teach, suggest or motivate the present 
claim 18 (as amended) limitation of a de\'ice that: "and wherein the giwiulanfy of the 
fufiotioti oft^mp<?r^tur^ fs small ^fioiigh, afidthe fr<?i]tt<?ncyqftmre measurements is often 
enough, as to substontiolly approximate the impact of time and temperature on the 
detectable property of said material; " As previously discussed m tlie failure to meet the 
"Amotion of tempei-ahire tliat is oontiiuially operative" discussion in (4) abo\ e, Soga 
simply teaches recording maximimi and minimum and average temperatures on a daily 
basis, which does not ha\ e an adequate small granularity and frequency for monitoring 
the storage life of materials. 
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Although Nicholson does disolose monitoring tlie temperature of blood and 
pharmaceutioals, he does «o pi-imarily in tiie context of monitoring the "shipping" of tliese 
products. This is because during shipment and routine storage, tliese materials aw 
nomially subjected to a v^ry limited range of tempei'atiu'e$, for example 2 to 8 **C, 
Nicholson esseiitially teaches a prior art "diennal alarm/' previoiuily discussed in die 
piior art section of tlie present specification (paragraph 26-32). These thermal alaiin 
mctliods arc incapable of realistically dealing with real-world storage conditions outside 
of limited dwation shipping situations, and storage in well contidled refiigeration imits. 

Outside of sliipping and well-controlled temperature storage, Nicholson's temperature 
alarm metliods have die same weakness as other prior art temperature alarm mediods. 
These methods are generally inadequate for monitoring the storage life of the materials of 
claim 19, "food, chemicals, biodierapeutics, vaccines , dings, medical diagnostics, blood, 
blood products, cut flowers, and post har\'e«t agricultiual materials", many of which may 
have a storage life far leas than a day in some situations, and many of which have shaip 
temperature cutoffs where the storage lifetime abniptly becomes zeio above or below 
certain specific temperatures. Note also that Nicholson fails to teach "sftbsfarttially 
appmximate the impact of time and temperature on the detectable properly of said 
moteiial; " At most* Nicholson^s de\-ioe could be set to monitor ttie temperature cutoff at 
which die storage lifetime would abruptly become zero« but Nioholson*8 de\'ice is 
incapable of ^'approximati}i^ the impact of time and temperatiii^e on the detectable 
property of said material" at otlier temperatures. Nicholson's device is not "continuously 
operative" (see present response, pages 17-18). 

8: Neither Soga, Nicholson, or Soga + Nicholson teach, suggest or moti\'ate die present 
claim 18 (as amended) limitation of a device tliat: ^Svhich said nmning sum is compared 
to a reference vahte, and the i^esult of said comparison is used to generate an output 
signal indicative oftheftnessfor use of said material " Neidier Soga nor Nicholson 
generate such numing sums or compare such sums to this t>'i5e of reference value. Soga 
teaches a non-unitized IC with sensor and factory teiminal analysis system, and does not 
teach a imitized device that "outputs a signal indicative of the fitness for ^ise of said 
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materioL " Niohokoii fails to teach the generation of equivalent rimning siima and 
oomparing such running sums to a reference value equivalent to that of present claim 18. 

Response to section 7^ regarding clAim 21 

Please note that applicant has amended 21 to now be a dependent claim to claim 18 ratlier 
than claim 19. The original claim 19 dq>endence \va« an imtended tj-pographical eiTor m 
the original application. Applicant believ es that tliis change otherwise has no material 
effect on this response. 

As per tlie response to section 7, regarding claim 19« applicant respectfully traverses tliis 
33 use § 103(a) rejection on the basi.s diat it faiJs the pi^nously discussed MPEP 
706,02(j) teRt« (previouftly diftcu««ed) on multiple grounds. 

To keep tliis resi>onfie to a manageable leugtli, applicant notes diac clami 21 smiply 
teaches a specific way to implement claim 18's fimotion of temperature, and claim 19 
simply teaches some specific applications for die method of claim 18. Thus the MPEP 
706.02(j) traversal of the rejection of claim 21 is essentially identical widi flie MPEP 
706.02(j) traversal of claim 19 discussed in die previous section (response to section 7, 
regai-dmg claun 19). To keep this reply to a manageable length, this claim 19 travei'sal is 
repeated and incori>orated herein for claim 21 by reference, 

DouDle Fatentlng rejections 
Response to section 8: 

Claim.<t 1, 3-6, 8 and 10 were rejected under tlie judicially created doctrine of 
obviousness-type double patenting as being unpatentable o\<x claims L 3, 4, 5, 6 and 8 of 
paient application 10/634,297 (now US patent 6,950,028). 
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Applicant respectfully trax erses \hi^ rejection on tlie first grounds that according to 
MPEP 804, the paieut patent (in this case US patent 6,950,028) is owned by tlie 
applicant, cannot be used as prior art in an obviousness- type double patenting rejection. 
According to MPEP 804: 

A double patentifig rejectkm of the obvfou$'t}'pe is ''otiatogous tofctjbflnre to meet] the 
nonobvfousness rec]ufreme}itqf35U,S,C, J 03" except that the pa tent prfncfvcfttv 
wulevh ing the double vatentim I'eiectiofi is mt comidere d piior ait In re Bm'thwcifte, 
379 R2d 594, 154 USPO 29 (CCPA 19671 Therefore, any analysis employed in an 
obvious-type double patenting rejection parallels the guidelines for analysis of a 35 
aS.a 103 obviousness determination. In re Braot, 937 F.2d 589, 19 USPQ2d 1289 
(Fed Cir. 1991); In ivLongi, 759FJdS87, 225 USPO 645 (Fed. Cin 1985). 

Since the onaty&is employed in on obviou&'type double patenting determiPUftion ponilleh 
the guidelines for o 35 103(a) rejection, the factual inquiries set forth in Graham 

V. John Deere Co,, 363 U,S, 1, 148 USPO 459 (1966), that are applied for establishing a 
backgroufid for determining obviousiiess wider 35 L\S,C, 103 are employed when 
making an obvious-type double patenting analysis. These factual inqttiries are 
summarised as follows: 

(A) Determine the scope and content of a patent claim and the prior art relative to a 
claim in the application at issue: 

(B) Determine the differences bet\veen the scope and content of the patent claim and the 
prior art as determined in (A) and the claim in the application at issue: 

(C) Determine the level ofordlnaiy skill in the pertinent art; and 

(D) Evaluate any objective indicia ofnonobviousness. 

The conclusion ofobvious-t)pc double patenting is made in light of these factual 
determinations. 

Any obvious-type double patenting rejection should make clear: 
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(A) The dijycrarices hehvca)} the wveritiom defined by the conflicting claims - a claim in 
the patent compoiysd to a claim in the application; and 

(B) The rea sons w/i)' a person ofordinaiy skill in the art would conclude that the 
immition defined in the claim in issue is an obvious variation of the invention defined in 
a claim in the patent. 

When considering yyhether the invention defined in a claim of an application is an 
obvious variation of the invention defined in the claim of a patent, the disclosure of the 
parent way not be used as prior art [euiphnsis added] 

Applicaiit respectfiilly traverNes tliis rejection on tlie groiindB tliat» aooording to MPEP 
804, tlie disoloi^ure of dae parent application of die present disclosure, patent 6,950,028, 
which is both im-eiited by and owed by the inventor of tlie piesent disclosure cannot be 
n«ed a« prior art in an obvioii«ne««-type double patenting rejection for thi« application. 
Since no additional prior ail was cited in section 8. applicant must respectfiilly conclude 
that witli the exchision of (5,930.028 as prior art, aiidnotlimg else oiled, no basis for an 
obviousness-type double patenting rejection must exist here. 

Here, applicant assumes that examiner may have intended a statutorj' double patenting 
rejection. Li order to expedite prosecution, applicant will assume that this is tiie case, and 
also give a statutory double patenting response. 

Applicant fiutlier respectfiilly tra%'er«efi examiners aftseition that present claims 1, 3-6, 8 
and 10 contam all tlie limitations of claims 1, 3, 4, 5, 6, and 8 of US patent 6,950,028, 
Ratlier, applicant respectfiilly submits tliat tliese present claims lack tlie "external 
material" limitation of the parent 6,950,028 application, and are tlierefore broader. 

Applicant submits fliat tlie broader present claims satisfy tlie statutorj' criteria diat diere is 
an embodiment of die invention that falls within the scope of the new clauns tliat does not 
fall widiiii the scope of die old claims. 
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The MPEP criteria iiaed to test for tlie preaenoe or absence of statiitorj' double patenting 
is aho\Mi below: 

S04 DefwitioTi of Double Paferithig [R-SJ IL REQUIREMENTS OF A DOUBLE 
PATEhTING REJECTION (INCLUDING PROVISIOK4L A. Stahttoiy 

Double FQtaitwg' 35 USA?, 101 

hi detemifmg wh<^th<^r a staMoiy basis for a doubk pat^ntwg ivjectiopi <^,xf$t$, the 
qncst707i fa be asked fs: Is the same mverttfon being claimed fwicc? 35 U.S.C. 101 
prevents two patents from fssidng on the same invention. "Saine invention" ineam 
identical subject matter. Miller v. Eagle Mfg. Co., 151 U.S. 1S6 (1984); In re Vogel, 422 
F.2d438, 164 USPO 619 (CCPA 1970): and In re Ockm% 245 F2d467, 114 USPO 330 
(CCPA 1957). 

A reliable test for double patenting under 35 U,SX\ 101 is whether a claim in the 
application could be Inera/ly infringed without literally infringing a corresponding claim 
in the patent In re Vogel 422 F,2d43S, 164 USPO 619 (CCPA 1970). Is there an 
embodiment of the imention that falls within the scope of one claim, but not the other? If 
thejv is such an embodiment then identical subject matter is n ot defined hv both claims 
and stotutoj^' double patcntinfP would not exist F or example, the invention defined by a 
claim reciting a compound having a "halogen" substituent is not identical to or 
substantively the same as a claim reciting the same compound except having a "chlorine" 
substituent in place of the halogen because ^'halogen" is broader than '^chlorine. " 
[emphasis added] 

Applicant nsspectfiilly traverses a potential statutory double patenting rejection on tlie 
groundM that tlie prior *028 patent claims all contain an " external " material lunitation. 
That is, tinie-temperatiire monitors oonstnioted using a circuit board containing a material 
that altered its fitness for use propeities as a fimction of ita time-tempei*amre theiinal 
histoiT would not be co\'ered imder the '028 claims. By contiast, tlie present claims do . 
not contain tliis "external" limitation. Thus tiine-temperature monitors that monitor a 
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ciiouit board coiitaiiiing a material tliat altered its fitiiess for use properties as a fimotion 
of its time-temperatiire themiai histoiy would be covered under the present claims. 

Although now bi'oader, the present claims still are quite different from die claims of Soga 
et. al. As an example, a de\'ice operating mider dieju^esent claims would be able to 
directly output a fitness for use output signal %\itliout having to be processed by a factory 
tcnumal dc\"icc (as is the case with Soga), A device opcratuig imdcr tlic present claimn 
can operate continuously, rather tlian only when an appliance is operating, as is the case 
witli Soga. A de\ioe operating imder the present claims can adequately cope with 
monitoring the real-world stability of complex biological materials, radier dian simply 
monitoring stress and strain of eleotroiiio oirouit boards « as is die case widi Soga. As 
should be evident by now from die disoustiiion of the claims, maiiy odier differences also 
exist. 

This type of device would also be quite different fr om the prior art de\ ice of Sjoholm et. 
al. (WO01243472A1). Aldiough Sjohohn's device is a time-temperature monitoring 
de\ ice diat contains a conductive tune-temperature-sensitive enzyme-substrate 
component as an essential part of die devices* circuit, Sjohohu^s device differs in many 
odier ways from the present disclosure. Sjohohii teaches away from devices containing 
the computational means of die present disclosiu*e» and does not teach functions of 
temperature, iiuming simis, or many other limitations of the present disclosure. Radien 
Sjoholm teaches away from diis art, and teaches an electric ciicuit widiout computing 
means that h activ-ated by an electric field or magnetic field and genei*ate« a signal diat 
depends upon the elecUical resistance of the time-temperature-sensitive enzyme-substiate 
component. 

The main goal of any double patenting rejection is to pre\-ent the unjustified or improper 
timewise extension of the "right to exclude". Applicant respectfully overcomes any 
fiu'ther double patenting rejections by statmg that aiiplicant is common o\vner of die cited 
6,950,028 patent and die inesent disclosme. Applicant agiees to make allowance of diese 
clamis contingent upon applicant's signing a terminal disclauner. 
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Response to section 9: 

Claims 2, 7, 9, 1 1 - 1 8, and 20 were rejected under the judicially created doctrine of 
obviousttcss-type double patenting as being unpatentable in vkw of claims 1 and 9-15 of 
pai-ent application 10/634,297 (US patent 6,950,028) and in view of Soga. 

As prc\ io\isly stated in the rcsiwiisc to section 8, MPEP 804 rules state tliat when 
considering a parent patent versus a continuation application in a obWousness-tj'pe 
double patenting rejection: the disclositre of the patent mav not be used as piior art 
[emphasis added] 

Thus applicant respectfiiUy traverses ttiese rejections on tlie groimds tiiat under MPEP 
804, the disclosiu-es of parent patent 6,930,028, hu'ented by and presently owiied by the 
applicant, Rhould not be cited against tlie present application, Absent tlie teachiitg of 
paient patent 6,950,028, appUcant respectfiiUy submits tliat tlie art of Soga, cited by the 
examiner, stands alone and tlius fails the subsequent 35 U.S.C. 103(a) obviousness test 
under multiple groimds. 

The many differences bet>veen Soga and die present art ^^^e discussed elsewhere in tiiis 
response. To keep this response to a manageable lengdi, only a few key differences ^^ill 
be i^epeated here. 

1 : Soga fails to disclose a fiuiction of tenipei^ative, whetlier muti-element look up table or 
otlier fimction, diat resides with said miitized de\'ice , as is tauglit by all inesent clamis, 

2. Sogo fails to disclose means to allow a fimction of temperahire and a refei'ence value 
to be automatically programmed into a unitized deWce wlierem wherein said fimction of 
temperature resides widi said imitized device. 
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3: As pre\ iou8ly discussed, Soga's wifli seiisor'* temperature logger oaii not calculate 
fitness for use, and thus omi not generate a fitness for use output signal necessarj' to 
conti-ol a logger, as taiight by present claim 9. 

Applicant also respectfiilly trax erses any potential statutory double patenting rejection on 
the groimds that present independent claims h IL and 18 lack tlie "external material" 
limitation of coiTCsponding independent claims in US patent (5,950,028, and arc tlms 
broadei* than tlie conesponding independent claims in US patent 6,950,028. As per tlie 
response to section 9, and discussed in more detail in die section 9 response, it is possible 
to oonstniot embodiments of the invention tliat fall \vidiiii the scope of tlie present claims 
that do not fall ^\itliin the scope of tlie prex ious claims. 

Hei'e, time-temperature monitors comprised of a circuit boaid containing a perishable 
component would be covered under the present claim? 2, 7, 9. 12-17 and 20- but would 
not have been co\'ered under claims 1 and 9-15 of parent application US patent 
6,930,028. 

The main goal of any double patenting rejection is to pre\ ent the unjustified or improper 
timewise extension of the "right to exclude". Applicant respectfully overcomes any 
further double patenting rejections by stating that applicant is comuion owTier of die cited 
6,950,028 patent and the present disclosure. Ai>i)licant agiees to make allowance of tliese 
claims contingent upon applicant's signing a terminal disclaimer. 

Response to section 10: 

Claims 19 and 21 were rejeotetl under tiie judicially created docti-uie of obWousness-type 
double patentuig as being unpatentable in vie^v of claims 15 of parent application 
10/634,297 (US patent 6,950,028) and in view of Soga and Nicholson. 
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As previously stntecl in the response to »eotioii 8, MPEP 804 niles stnte tliat wlien 
considering a parent patent versus a continuation application in a ob\-iou8nes8-t}iie 
double patenting i-ejeotion: the disclosure of the patent may not he \i sed as prior art 
[emphasis add^sd] 

Thus applicant i-espectfiilly traverses tliese ob\iousness-type double patenting rejections 
on the gioimds tliat %mdcr MPEP 804, tlic disolo»\ircs of parent patent 6,950,028 should 
not be cited against tlie present appUcation. Absent the teaching of parent patent 
6,950,028, applicant respeotfiiUy submits that tlie art of Soga and Nicholson (patent 
6,320,5 12)» cited by tlie examiner, tluis standing alone, foils die subsequent obviousness 
test under 35 U.S.C. 103(a) under die same multiple groimds pre\ ioualy used in the 
previous 35 IJ.S.C. 103(a) response to section 7, regarding claim 19, and response to 
section 7, regarding claim 2L 

As pre\ iously discussed in response to section 7, regarding claim 19, and response to 
section 7, regardmg claim 21, applicant respeciftiUy traverses tlie ob\1ousness-type 
double patenting rejections of claim 19 and 21 on the basis of the failure of any 
combination of Soga and Nicholson to satisfy a large nimiberMPEP 706.02(j) tests for 
35 use § 103(a) obviousness criteria for independent claim 18, \\4iich forms die basis for 
dependent claims 19 and 2L 

The main goal of any double patenting rejection is to ineN ent the unjustified or impropei' 
timewise extension of the "riglit to exclude". Applicant respectfiilly ovei'comee any 
further double patenting rejections by statmg that applicant is common o^yner of tlic cited 
6,950,028 patent and tlie present disclosure. Applicant agrees to make allowance of these 
claims contingent upon applicant's signing a tenninal disclaimer. 

Rfisponjie to section 11: 

As previously discussed. Applicant is the common owner of die cited 6,950,028 patent 
and the present disclosui^s. Applicant is willing make allowance of all claims of the 
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present invention contingent on filing a terminal disclaimer. Applicant reapeotfiilly 
requests tliat examinei' assimie that the offer to sign such a terminal clisolnimer forms part 
of applicant's present response to tlie rejections of present claims 1-21, as well as new 
claims 22-24, 

Amended claims; 

Claim 19 had been amended to ftirther include vaccines. Vaccines were included ii\ the 
prior art discussion in specification paragraph 15: 

'There arc several diJJcreTit brands qfvisnalAjrhcnws-type time-temperalure indicators 
in cmrent use. For cxaviple, TempTime Coiporotion, Moms Plains, New Jersey, 
produces the Hcat7norkei<S> Timc-tempcrarmv indicator for wedical use. This indicator, 
oft&n us(idto insure thtf integrity'- ofvoccimi in third-world countii^s, rtflws upon th^ 
progressive darkening of a chemical indicator, normally placed in the center of a "bulls 
eye" visual colortmetric reference pattenh " [emphasis added] 

Applicant respectfully submits diat the present time-temperature indicator, being an 
improvement on prior-art time-temperature indicators, is clearly suitable for all 
applications tliat prior-art time-temperature indicators were used for. That the present 
invention can handle Anlienius type time-temperature uftes was discussed m the 
apecijBcation paragraphs 41 (which discloses that tlie invention can do both Aiiheniua 
tj-pe time-temperature profile* and more ad\'anced non-AiTheniu« time-temperature 
l>i'ofilesX paragraphs 127 and 130 (wliich shows an Anlienius type equation), and 
paragraphs 169 and 170. 

As pre\'iou8ly discussed, amended claim 21 is now a dependent claim of claim IS. 
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Mew claims: 

New olaiius 22-24 contain additional limitatiouB tliat specify how a temperature logger, 
coiitix)ll^fd by the fitness for iise output signal of the basic invention, may opei*ate. Tliese 
claim5{ are essentially fiuther extensions of fituess-for-use contiolled temperatwe logger 
claim 9, and teach more details of how such a fitness-for-use controlled temperature 
logger may operate. These additional limitations find support in $i7ccificatiou paragiaphs 
93 to 96, paragraphs 164-166, and figiire 8, 

New independent claim 24* ^^4lioh also teaches a fiirdier radiofrequenoy output limitation, 
finds support for tliis additional limitation in prior claim 3 and specification paragraphs 
55, 86, and 117: 

New dependent claim 25 find« support in apecification paragiaph 118. 
Replacement drawing sheets: 

The replacement dra^^4ng aheetw for objected to drawings 2 and 7 follow. As previously 
stated, these corrections add no new material becaiTse die 'l^lank boxes" in die original 
drawings 2 and 7 were labeled widi nmubers« and tiie meaning of ttie numbers defined in 
the specification. The changes here simply brmg the same labeling fonvard onto die 
di*awings. making reading more com'enient. 

Note howe\'er, tiiat label (8) indicating the "Test button" was inadx eitently omitted from 
origmal drawing 2. Tliis has been coirected here by adding label (8). This label was 
present in die analogous dra\\'iiig 1 from prior art patent 6,950,028 as label (7) "Test 
button". Since test button (8) was also discussed in die present specification paragraph 
57, correcting diis omission adds no new material to the specification. 

Smce the issue of Soga has been raised, applicant believes tiiat it would expedite 
prosecution to fiuther discuss how differences between tiie present specification's 
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flrawings 2 mid 7, mid tlie drawings of Sogn et. al. (in particular Soga Figiu'es 2> 7, and 8) 
may be used to clarify the differences between tlie present art, and tlie prior art of Soga 
et. al. 

Diffeiences between the present invention and the art of Soga et. al. can clearly be seen 
by comparing Figure 1 of tlie present mvention with Figure 2 of Soga. Note tliat Soga's 
"IC witli sensor" dcx'icc, which fimctioiis as an embedded microcompxiter or 
microprocessor controlled temperature logger, shows a data flow aiTOW starting at Soga's 
"Microcomputer" (14) mid ending at Soga's "Historj' Data" (18b). By contrast. Figure 2 
of the present iii\-ention show^B a different configuration, m which the data flow arrow^ 
starts at "Stability Memory" (3) and ends at "Microprocessor" (1). 

The "Histoiy Data" (18b) memory of Soga^^ Figure 2, stoi^es a record of the tempei atiu'es 
and oi>erating conditioDS obaeivedby Soga's "Tempei-ature Sensor" (15a). Soga*s 
"History Data" memory does not store any fitness for use paiameteis. Soga's fitness for 
use parameters ai-e stored m Soga's external tenninal device, shown m Soga's Figure 7 
item 8, mid in Soga's Fig. 8 as tlie "External Storage Device" item 88. Also see Soga 
oohunn 12, lines 38-54. 

By contrast, tlie "Stability Memory" (3) shown in Figure 2 of die present iiu ention 
contains stability parametei^. used by tiie device to mtemally calculate fitness for use. 
AppUcant respectfully submits that tliis "Stability Memory (3)" (Fig. 2 present disclosuie) 
does not conespond to Soga's "Hifttory Data" (18b) (Fig. 2 Soga). Radier, "Stability 
Memory" (3) more closely coiiesponds to tlie "dctta ifidicatwg th<i rehtfomhfp hetwQQfi 
The used condWori fncltfdfrtg the tfsed envfronmeiit and the guorwiteed life being obtoUied 
by the sever life test for the components 2a and 3 and Joints 7 such as solder** (Soga 
Colimm 12, lines 50-54) tliat is stored m Soga's "Rxternal Storage Device" attached to 
Soga's external terminal (Soga Fig. 8, (88)). 

Differences bet\veen die present invention, and the mt of Soga, can be also clearly seen 
by comparing Figure 7 of die present mvention widi Figure 7 of Soga. In Figure 7 of die 

56 



PAGE61/66*RCVDAT3/7120065:45:37PM [Eastern Standard T^^^^ 



Tuesday, March 07, 2006 2:45 PM 



Stephen Zweig 406 399-9705 



pi esent iii\ ention, the arrow, showing the direction of data flow on programming cable 
(2)» stai'ta from tlie personal computer (1) and ends at tlie Programmable Electronic Time- 
Temperature Indicator (5), and the cable (2) itself is described as a "programming cable". 
As the specification for tlie present invention sJtates: 

Pvogvammwg the device: After the "F" andr(tewp) data have beeti calculated, the "F" 
wahte and tabte ofF(temp) vahtes are dcnvpfoaded electi onfcalfy Into the device through 
the uwYs data input Jack, ovmamialty through niewojy chip placement The 
programmed device is then ready to use. 

To do this, the table ofF(temp) vohtes is ente)vd into a data download progirtm, which 
may run on a personal computer (PC), or other pwgjnwming system. The device fs then 
connected to the PCs data tj-ansfcrport via on adapter cable, and the data ti ansfored, 
Afhr th(f data is downloaded, the progi'am and microprocessor on the device itself may 
automatically check the success of the download by comparing the data to a checksum, 
A schematic of this download process fs shown in Figure 7. If ere, a programming 
device, such as a penonal computer (I) t)'ansmits data over a programming cable (2) to 
a programmable electimiic time-temperaturc indicator (3). (Present specification, 
paragraphs 119 and 20) 

By contrast. Figure 7 of Soga shows Soga*s temperature historj' data flo^^ing from Soga*s 
History' Data memor>' (Soga Figure 2, item ISb), located on Soga*s *1C wifli sensor" 
(Soga Fig. 7, item 4) to Soga*s external terminal (Soga Figure 7, item 8) by way of a 
cable (Soga Figure 7, item 73) that is uaed for "mputting data" (Soga Column 12, line 60) 
to Soga^ft external terminal. Altliough the correspondence between tlie numbers in 
Soga's Figure 7. mid Soga's specification itself, is in certain sections difficult to follow, 
the general pattern is clear, Soga*s raw tempeiature history data is an entiiely different 
type fi'om the present specification's fitness for use fmiction data (temperahire histor}' 
rather tlian stability pai-ametei-s used to compute fibiesa for use), and Soga*s data flo^^^ in 
a different direction (from the device containing the temperature sensor to an external 
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terminal, ratlier thnn from a de\ ioe that generates fitness for use data to the (levioe 
containing the temperature sensor). 
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111 view of tlie above mneiicluients^ oorreoted figures, aiid acooinpmiyiiig remarks, 
applicant believes tliat the application is now in condition for allo%\'ance. Notice to diat 
effect is respeotfiiily requested. 

If the examiner belie\'es that a telephone coivfereuce would expedite prosecution of tltisi 
application, please telephone tlie undersigned at (408) 348-1495. 

Respectfully Submitted 

Stephen E. Zweig, Ph.D. 
Iiu'entor 
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